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i DEPARTMENTOF HEALTH& HUMAN SERVICES Public Health SewIce
a\
‘%,%. Food & Drua Administration

“ June 3, 1997

1141 Centr~i Parkway
Cincinnati, OH 45202

Dennis Boiling, CEO
Producers Livestock A8eociation
5909 Cleveland Ave. ‘
P.O. BOX 29800
Cohnbua, Ohio 43229

Dear Mr. Boiling:
.

Investigation of your Hillsboro and Eaton Animal Auction
Marketa and Columbus, ohio headquarters facilities by the Food
and Drug Ad:.ministration revealed sales of veterinary
prescription drugs. These sales were made without requiring a
written prescription or other order of a licensed veterinarian
based upon a valid veterinarian/client/patient relationship.
Such sales are a serious violation” of Sections sol(a) and
301(k) of the Federal Food, Drug, and Cosmetic Act (the Act) .

The drugs Micotil, Nuflor and other veterinary prescription
drugs are misbranded while held for sale after shipment in
interstate commerce because the labeling of the drugs fails to
bear adequate directions for use. The drugs are not exempt
from such requirements Mince they are veterinary drugs, which,
because of toxicity or other potentiality harmful effect, or
the method of their use, are not safe for use except under the
supervision of a licensed veterinarian. The articles fail to
comply with the conditions prescribed by Section 503(f) (1) and
Title 21, Code of Federal Regulations, Section 201.105 for
exemption from Section 502(f) (1) in that the drugs were sold to
other than a licensed veterinarian without a valid prescription
or other order of a licensed veterinarian based upon a
legitimate veterinarian/client/pat ient relationship. Further
your firm does not comply with state law and regulation
regarding retail sales of prescription veterinary drugs and
therefore does not meet the 21 CFR 201.105(a) (1) (ii)
requirement for “lawfully engaged” status.

You should take prompt action to correct these violations and
to establish procedures to prevent their recurrence, Failure
to promptly correct these violations may result in regulatory
action without further notice, such as seizure and/or
injunction.

‘rhe violation listed above is not intended to be all inclusive.
You , as a corporate official of this firm have a responsibility
to insure that all drugs intended for veterinary u8e, whic}l
bear the veterinary prescription legend “Caution: Federal ~ilw
restricts this drug to uHa by or on the order of a lic~llncd
veterinarian” are dispensed or sold by your firm on L}le
prescription or other order of a licensed veterinarian baHcd
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e
upon a valid veterinarian/client/patient relationship. Such
sales must algo be performed in accordance with state law and
regulation regardin-g sales of prescription veterinary drugs
which are described in state law as ‘Dangerous Drugs”.

Avalidveterinarian/client/patient relationship, as defined by
the American Veterinary Medical Association, is the following:

An appropriate veterinarian/client/patient relationship,
will exist when: (1) the veterinarian has assumed the
reeponeibility for mak~ng medical judgments regarding the
health of the animals(s) and the need for medical
treatment, and the client (owner or other caretaker) has
agreed to follow the instructions of the veterinarian; and
when (2) there is sufficient knowledge of the animal(s) by
the veterinarian to initiate at least a general or
preliminary diagnosiB of the medical condition of the
animal(8) . This means that the veterinarian has recently
seen and is personally acquainted with the keeping and
care of the animal(s) by virtue of an examination of the
animal(s), and/or by medically appropriate and timely
visits to the premises were the animal(s) are kept; and
when (3) the practicing veterinarian is readily available
for follow-up in case of adverse reactione or failure of
the regimen of therapy.

You are invited to come to the Cincinnati District office at
1141 Cent~”al Parkway to present your response to this letter
anytime during the 15 working days after receipt of this
letter. Your response should include a written statement of
the specific steps you have taken to correct the noted
violation, including an explanation of each step to prevent
the recurrence of similar violations, If corrective action
cannot be completed within 15 working days, state thr: reason
for the delay and the time within which the corrections will be
completed. You should also include copies of any available
documentation demonstrating that corrections have been made,
This should include a statement of the deposition of the
prescription veterinary drugs now in the po88e8sion of
Producers Livestock Association,

you are invited to call Leonard J, Farr, Compliance officer at

(513) 684-3503 ext. 164 to set a time for the meeting or direct
your written response to Mr. Farr at 1141 Central Parkway,
Cincinnati, Ohio 45202.

Sinc:crely,

1-- District Director
b

Cincinnati Di~trict

LJF/clc


